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IN THE UNITED STATES PATENT AND TRADEMT^K OFFICE 

In re International Application of ITO, Takeshi et al. 
International Serial No.: PCT/ JP03/13292 

International Filing date: October 17,. 2003 

For: TRANSDERMAL PATCH FOR EXTERNAL USE COMPRISING 
FENTANYL 

VERIFICATION OF TRANSLATION 
Honorable Commissioner of Patents and Trademarks 
Washington D.C. 20231 

Sirs : 

KAMIMURA, Ginko residing at T&T Bldg., 8F, 8-21, 
Tomihisa-cho, Shinjuku-ku, Tokyo, Japan, declares: 

(1) that she knows well both Japanese and English 
languages; ^ 

(2) that she translated the above-identified ITI 
International Application from Japanese to English; ^ 

(3) that the attached English translation is a true ^ 
and correct translation of the above-identif led ^ 
International Application to the best of his knowledge ^ 
and belief; and fJJ 

(4) that all statements made of his own knowledge 

are true and that all statements made on information and ^ 
belief are believed to be true, and further that these O 
statements are made with the knowledge that willful false 
statements and the like are punishable by fine or 
imprisonment, or both, under 18 USC 1001, and that such 
false statements may jeopardize the validity of the 
application or any patent issuing thereon. 



Date KAMIMURA, Ginko 



Rec'd PCT/PTO 1 5 APR 200S 



PATENT COOPERATION TR£Ai9 

PCT 

INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY 

(Chapter n of tiie Patent Cooperation Treaty) 

(PCT Article 36 and Rule 70) 



PCT/JP2003/013292 


1 


i 


i 




i 





Applicant's or agent's file reference 
PCT2105HM 



Ihtemational application No. 

PCrr/IP2003/013292 



FOR FURTHER ACTION 



See Form PCT/IPEA/416 



International filing date (day/month/year) 
17 October 2003 (17.10,2003) 



Priority date (day/month/year) 

18 October 2002 (18.10.2002) 



International Patent Classification (IPC) or national classification and IPC 
A61K 31/4468, 9/70, 47/06, 47/10, 47/14, 47/32, 47/46 



Applicant 



mSAMTTSU PHARMACEUTICAL CO., INC. 



^' ™s report is the international preliminary examination report, established by this International Preliminary 

Auttionty under Article 35 and transmitted to the applicant according to Article 36. 

2. This REPORT consists of a total of 4 sheets, including this cover sheet 

3. TTiis report is also accompanied by ANNEXES, comprising: 

(sent to the applicant and to the International Bureau) a total of sheets, as follows: 

Q sheets of the description, claims and/or drawings which have been amended and are the basis of diis report 
and/or sheets contammg rectifications authorized by this Authority (see Rule 70.16 and Section 607 of flie 
Administrative Instructions). 

□ sheets which supersede earlier sheets, but which this Authority considers contain an amendment that goes 
beyond the disclosure in the international application as filed, as indicated in item 4 of Box No. I and the 
Supplemental Box. 

(sent to the International Bureau only) a total of (indicate type and number of electronic carrier(s)) 

— — — — » containing a sequence listing and/or tables related thereto, in computer 

read^le form only, as mdicated in the Supplemental Box Relating to Sequence Listing (see Section 802 of the 
Admmistrative Instructions). 



4. This 



report contains indications relating to the following items: 



□ 
□ 
□ 



□ 
□ 
□ 



Box No. I 
Box No. n 
Box No. in 
Box No. IV 
Box No. V 

Box No. VI 
Box No, Vn 



Basis of the report 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicabiUty: 
citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 



Box No. Vni Certain observations on the international application 



Date of submission of the demand 

28 April 2004 (28.04.2004) 



Name and mailing address of the IPEA/JP 



Facsimile No. 



Date of completion of this report 

16 November 2004 (16.11.2004) 



Authorized officer 



Telephone No. 



Form PCT/IPEA/409 (cover sheet) (January 2004) 



^Tr:^SdS:5:d'^Sst^"^ " °° ^^^^^^^ 

' ^J^'^ ^ based on tamslatioiis fiom the original language into the foUowing language 

v>*i«A IS language of a translation furnished for the puipose of "nguage 

□ international search (under Rules 12.3 and 23.1(b)) 

□ publication of the international application (under Rule 12.4) 

Q international preliminary examination (under Rules 55.2 and/or 55.3) 



^ The international application as originally filed/fumished 

□ 

the description: 
pages 

_ * ' — . . . as originally filed/fumished 

pages' • • - ~ ' ' ' ^— — — — 

s* ' 



pages'* 



I I the claims: 
pages 



_ received by this Authority on 
received by this Authority on 



pages 



I I the drawings: 
pages 



received by fliis Authority on 
_ received by this Authority on 



, as originally filed/fumished 

, as amended (together with any statement) under Article 19 



received by this Authority on 
received by fliis Authority on 



as originally filed/fumished 



□ a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing. 



The amendments have resulted in the cancellation of: 
I I the description, ] 

□ 

the claims, Nos. 



□ 

the drawings, sheets/figs 

the sequence listing f^ecjij'^: 

n any tablc(s) related to sequence listing Cj5»ec/j5{;: 



™»!^V^S^l^u ^^^^'^'^ as if (some of) the amendments amiexed to this report and listed below had not been 

I I the description, pages 
I I the claims, Nos. 



the drawings, sheets/figs 

I I the sequence listing (2f/7ec(;5;^: 

any table(s) related to sequence listing (specify): 



* If item 4 applies, some or all of those sheets may be marked ''superseded, " 
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V. Reasoned statement under Article 35(2) vnth regard to 
citations and explanations supporting such statement 


novelty, inventive step or industrial applicability; 


1. Statement 






Novelty (N) 


Claims 






Claims 


NO 


Inventive step (IS) 


Claims 


1-7 YES 




Claims 


NO 


Industrial applicability (lA) 


Claims 


^"'^ YES 




Claims 


NO 



Citations and explanations 

The following documents are cited in the international 
search report. 

Document 1: JP 10-45570 A {Hisamitsu Pharmaceutical Co., 
Ltd. ) 

Document 2: JP 4-95023 A (Nitto Denko Corp.) 
Document 3: WO 01/043729 A (Hisamitsu Pharmaceutical Co., 
Ltd.) 

Document 4: WO 95/31190 A (Hisamitsu Pharmaceutical Co., 
Ltd.) 

Document 1 discloses a transdermal patch for 
external use, having a support and an adhesive layer on 
one side of said support, wherein said adhesive layer 
contains polyisobutylene, liquid paraffin - i.e. a mineral 
oil - and fentanyl as an active ingredient* 

Documents 2-4, in relation to transdermal patches 
for external use, disclose making the adhesive layer from 
a mixture of high-molecular weight polyisobutylene and 
low-molecular- weight polyisobutylene . 

None of the documents above discloses or suggests 
the feature of an inclusion rate of polyisobutylene in the 
adhesive of 75.2-92.2 mass%. 
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Therefore, the inventions set forth in claims 1-7 
are novel and involve an inventive step relative to 
documents 1-4 • 
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Operations and is not part of the Official Record 

BEST AVAILABLE IMAGES 

Defective images within this document are accurate representations of the original 
documents submitted by the applicant. 

Defects in the images include but are not limited to the items checked: 

□ BLACK BORDERS 

□ IMAGE CUT OFF AT TOP, BOTTOM OR SIDES 

□ FADED TEXT OR DRAWING 

□ BLURRED OR ILLEGIBLE TEXT OR DRAWING 

□ SKEWED/SLANTED IMAGES 

□ COLOR OR BLACK AND WHITE PHOTOGRAPHS 

□ GRAY SCALE DOCUMENTS 

□ LINES OR MARKS ON ORIGINAL DOCUMENT 

□ REFERENCE(S) OR EXHIBIT(S) SUBMITTED ARE POOR QUALITY 

□ OTHER: 

IMAGES ARE BEST AVAILABLE COPY. 
As rescanning these documents will not correct the image 
problems checked, please do not report these problems to 
the IFW Image Problem Mailbox. 



